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REMARKS 

Reconsideration and withdrawal of the restriction requirement and election of species are 
respectfully requested in view of the remarks herein. 

I. STATUS OF THE CLAIMS AND FORMAL MATTERS 

Claims 1-30 are currently pending. Claims 1,5, 10, 29, and 30 are amended without 
prejudice, without admission, without surrender of subject matter and without any intention of 
creating any estoppel as to equivalents. 

The amendment to claims 1, 29, and 30 clarify the claimed invention. The amendment to 
claim 5 corrects the spelling of "canarypox," while the amendment to claim 10 recites a SEQ ID 
NO. No new matter is added. 

It is respectfully submitted that the claims herewith and as previously pending are and 
were patentably distinct from the references cited by the Examiner, and that these claims are and 
were in full compliance with the requirements of 35 U.S.C. §112. The amendments to the claims 
herein are not made for the purpose of patentability within the meaning of 35 U.S.C. §§ 101, 
102, 103 or 1 12; but rather the amendments are made simply for clarification and to round out 
the scope of protection to which Applicants are entitled. 

II. PRIORITY DOCUMENTS WILL BE PROVIDED IN DUE COURSE 

The Office Action stated that a certified copy of the foreign priority document had not yet 
been received. Applicants are obtaining certified copies and verified translations of the priority 
documents as necessary, and will provide the documents in due course. 

III. THE DOUBLE PATENTING REJECTIONS ARE OVERCOME 

Claims 1-22, 29, and 30 were provisionally rejected under 35 U.S.C. §101 as allegedly 
claiming the same invention as that of claims 1-22 and 29 of copending application Serial No. 
1 0/7 1 4,78 1 . The rejection is respectfully traversed. Applicants will address this rejection upon a 
determination of allowable subject matter in either the present application or copending 
application Serial No. 1 0/7 1 4,78 1 . 
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IV. THE REJECTIONS UNDER 35 U.S.C. S103 ARE OVERCOME 
Maintained Rejections 

Claims 1-11, 16-18, and 22 were rejected under 35 U.S.C. §103(a) as allegedly being 
unpatentable over Paoletti (Proc Natl Acad Sci USA 1996, 93: 1 1349-1 1353) in view of both 
Goverdhan et al. (Acta Virol 1992, 36: lll-l^Ti) and Ostlund et al. (Vet Clin North Am Equine 
Pract 2000, 16: 427-441), as evidenced by Paoletti et al. (US Patent No. 5,756,103). Claims 1- 
12, 16-18, 22, 29, and 30 were rejected under 35 U.S.C. §103(a) as allegedly being unpatentable 
over Paoletti (PNAS 1996) in view of both Goverdhan et al. and Ostlund et al., in further view of 
both Stocks et al. (J Virol 1998, 72: 2141-2149), and Chang et al. (J Virol 2000, 74: 4244-4252). 
Claims 1-11, 13, 14, 16-20, and 22 were rejected under 35 U.S.C. §103(a) allegedly being 
unpatentable over Paoletti in view of both Goverdhan et al. and Ostlund et al, in further view of 
Mumford et al (Epidemol Infect 1994, 1 12: 421-437). Claims 1-11, 15-18, and 22 were rejected 
under 35 U.S.C. §103(a) allegedly being unpatentable over Paoletti (PNAS 1996) in view of both 
Goverdhan et al. and Ostlimd et al., in further view of Varga et al. (Vet Microbiol 1997, 56: 205- 
212). And, claims 1-1 1, 16-18, 21, and 22 were rejected under 35 U.S.C. §103(a) allegedly 
being unpatentable over Paoletti (PNAS 1996) in view of both Goverdhan et al. and Ostlund et 
al, in further view of Ruitengerg et al. (Vaccine 2000, 18: 1367-1474). The rejections are 
respectfully traversed and will be addressed collectively. 

Initially, Applicants point out that, for an invention to be obvious, a person of ordinary 
skill in the art would have had reason to attempt to make the composition or device, or carry out 
the claimed process, and would have had a reasonable expectation of success in doing so. 
Pharmastem Therapeutics, Inc. v. Viacell. Inc. 491 F.3d 1342, 1360 (2007) (qnoting KSR, 127 S. 
Ct. 1727, 1740 (a combination of elements "must do more than yield a predictable result"; 
combining elements that work together "in an unexpected and fruitful manner" would not have 
been obvious)). With this in mind. Applicants assert that a person of ordinary skill in the art 
would not have had a reason to attempt to make the claimed immunogenic composition as there 
would not have been an expectation of success in doing so. 

As conceded in the Office Action, Paoletti does not teach West Nile virus but relies on 
Goverdhan et al. to provide the teaching of West Nile virus. However, Applicants respectfully 
assert that one of ordinary skill in the art would not combine Goverdhan et al. with Paoletti. 
Firstly, Goverdhan et al. relates to WNV vaccines comprising formalin-killed WNV, and does 
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not teach or suggest any antigen or epitope of WNV that plays a role in an immunogenic 
response. A killed virus vaccine is significantly different from a recombinant virus, as recited in 
the instant claims and in Paoletti. To emphasize this point. Applicants invite the Examiner to 
refer to the enclosed article by Schxiltz et al. (Intervirology 2000, 43: 197-217) which addresses 
some of the unique considerations that must be observed when using DNA vaccines, as opposed 
to killed virus vaccines. This document demonstrates that DNA vaccines and killed virus 
vaccines could not be considered equivalent at the time of the invention. Moreover, Schultz et 
al. discusses the unpredictability of and difficulties associated with DNA vaccines. Therefore, 
the skilled artisan could not apply teachings based on killed virus vaccines to recombinant virus 
vaccines. Moreover, Applicants reiterate that there is no teaching or suggestion as to whether 
there are any particular antigens or epitopes of the killed virus that can be applied to the 
recombinant vector vaccines. 

While the Office Action alleged that Goverdhan et al. "teach that JEV and West Nile 
virus are antigenically-related. . . " {see Office Action, paragraph bridging pages 4 and 5), 
Applicants assert that transposing results between JEV and West Nile virus is, at best, 
unpredictable. In Goverdhan et al, the JEV vaccine resulted in a protective immune response 
against challenge with WNV. In contrast, the WNV vaccine resulted only in a reduction of the 
severity of the disease following challenge with JEV (see abstract). Given these results, the 
skilled artisan could not predict the response in combining Paoletti and Goverdhan et al. and 
substituting JEV polyproteins for WNV polyproteins. 

Applicants fiirther submit that, in determining obviousness, factors set forth in Graham v. 
John Deere Co., 86 S. Ct. 684 (1966) must be considered: (1) the scope and content of the prior 
art; (2) the differences between the prior art devices and the claimed invention; (3) the level of 
ordinary skill in the art; and (4) objective considerations, such as commercial success, long felt 
but unmet need, and unexpected results. Graham, 86 S. Ct. 684; see also KSR Int'l Co. v. 
Teleflex Inc., 127 S. Ct. 1727, 1733-34 (2007). In the instant case, the unexpected results 
associated with the claimed invention have not been fiilly considered. Applicants reiterate that 
the present invention provides surprising and unexpected results that enjoy real world success. 
Applicants bring attention particularly to Example 32 of child application Serial No. 10/714,781 
(a continuation-in-part of the present application) wherein one dose efficacy of a canarypox 
vectored West Nile Virus vaccine (vCP2017) against a WNV-infected mosquito challenge in 
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horses was described, wherein 1/9 vaccinated horses developed detectable West Nile virus 
viremia (11.1%), whereas 8/10 control horses (imvaccinated) developed detectable viremia 
(80%) post challenge. 

For at least the reasons presented above, the claimed invention is not obvious over the 
cited references. Claims 1-11, 16-18, and 22 are patentable in view of Paoletti, Goverdhan et al, 
and Ostlund et al. These cited references do not provide any motivation for arriving at the 
claimed invention, especially in view of the unpredictability associated in this field. Claims 1- 
12, 16-18, 22, 29, and 30 are patentable in view of Paoletti, Goverdhan et al, Ostlund et al. 
Stocks et al , and Chang et al , as the deficiencies described above in Paoletti, Goverdhan et al , 
and Ostlund et al are not remedied by Stocks et al and/or Chang et al. Claims 1-11,13,14, 16- 
20, and 22 are patentable in view of Paoletti, Goverdhan et al, Ostlund et al, and Mumford et 
a/., because Mumford et al cannot remedy the established deficiencies of Paoletti, Goverdhan et 
al , and Ostlund et al Claims 1-11, 15-18, and 22 are patentable over Paoletti, Goverdhan et al , 
Ostlund et al, and Varga et al, as the deficiencies in Paoletti, Goverdhan et al, and Ostlund et 
al are not remedied by Varga et al Finally, claims 1-1 1, 16-1 8, 21, and 22 are patentable over 
Paoletti, Goverdhan et al, Ostlund et al, and Ruitengerg et al, because Ruitengerg et al does 
not cure the deficiencies in Paoletti, Goverdhan et al, and Ostlund et al 

New Rejections 

Claims 1, 7, 10, 1 1-14, 15-20, 22, 29, and 30 were rejected under 35 U.S.C. §103(a) as 
allegedly being impatentable over Chang (U.S. Patent No. 7,227,01 1) in view of Chang et al and 
Mumford et al Claims 1, 7, 10-13, 15-18, 21, 22, 29, and 30 were rejected under 35 U.S.C. 
§ 103(a) as allegedly being unpatentable over Chang in view of Chang et al and Ruitengerg et al 
Further claims 1-13, 15-18, 22, 29, and 30 were rejected under 35 U.S.C. §103(a) as allegedly 
being unpatentable over Chang in view of Chang et al , Paoletti, and Paoletti et al The 
rejections are respectfully traversed and will be addressed collectively. 

Initially, Applicants point out that establishing a prima facie case of obviousness requires 
that the prior art reference (or references when combined) must teach or suggest all the claim 
limitations (see MPEP 2143). Applicants turn to the instant claims, which are directed to an 
immunogenic composition to induce an immune response against WNV in an animal susceptible 
to WNV comprising a vector comprising a recombinant virus that encodes and expresses in vivo 
in the animal WNV E; WNV prM and E; WNV M and E; WNV prM, WNV M and E, WNV 
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polyprotein prM-E, WNV polyprotein M-E, or WNV polyprotein prM-M-E. Notably, Chang 
does not teach or suggest a recombinant virus, and Chang et al, Mumford et al, or Ruitengerg et 
al. fail to remedy this deficiency. Therefore, the claimed invention is not unpatentable over 
Chang, Chang et al, and Mumford et al. or Ruitengerg et al. 

In addition, the skilled artisan would not be motivated or have an expectation of 
successfully arriving at the present invention in view of Chang, Chang et al, Paoletti, and 
Paoletti et al. Applicants refer again to Schultz et al According to Schultz et al , it was well- 
known in the art that the use of DNA vaccines to induce an immunological response can be 
unpredictable and may depend on a variety of factors, e.g., the mode of DNA application, the 
route of administration, the plasmid design, the promoters that are used. Considering the 
impredictability, the skilled artisan would not presume that substitution of a DNA plasmid for a 
virus vector would result in an effective vaccine capable of inducing protection against viral 
challenge. 

For at least the reasons presented above, the claimed invention is not obvious over the 
cited references. Claims 1, 7, 10, 1 1-14, 15-20, 22, 29, and 30 are patentable over Chang, Chang 
et al , and Mumford et al. , as none of these references teach or suggest all of the claim 
limitations. Similarly, claims 1, 7, 10-13, 15-18, 21, 22, 29, and 30 are patentable in view of 
Chang, Chang et al and Ruitengerg et al, as these references combined do not teach or suggest 
all elements of the instant claims. Finally, claims 1-13, 15-18, 22, 29, and 30 are patentable in 
view of Chang, Chang et al, Paoletti, and Paoletti et al, as one of skilled in the art would not 
have an expectation of successfully arriving at the claimed invention in light of these references. 

Accordingly, Applicants respectftilly request reconsideration and withdrawal of all 
rejections under Section 103. 

V. THE REJECTION UNDER 35 U.S.C. S112 IS OVERCOME 

Claims 1 and 10-12 were rejected under 35 U.S.C. §112, first paragraph, as allegedly 
failing to comply with the written description requirement. According to the Office Action, one 
of skill in the art would not recognize that Applicants were in possession of the entire genus of 
nucleic acids defined by GenBank Accession No. AF 19683 as recited in claims 10-12, because 
the genus of sequences identified by GenBank Accession No. AF 19683 is constantly changing. 
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Applicants appreciate Examiner's suggestion to make reference to the appropriate SEQ 
ID NO. To this end. Applicants draw attention to the instant claims 10, wherein the GenBank 
Accession No. AF19683 is accompanied by a SEQ ID NO. 

Accordingly, Applicants assert that the claimed invention is properly described by the 
specification. Reconsideration and withdrawal of the Section 1 12 rejection are respectfully 
requested. 

VI. THE REJECTIONS UNDER 35 U.S.C. S102 ARE OVERCOME 

Claims 1, 7, 13, 15-18, 22, 29, and 30 were rejected under 35 U.S.C. §102(e) as allegedly 
being anticipated by Chang as evidenced by Chang et al. This rejection is traversed. 

Applicants respectfully point out that "[a] rejection for anticipation under section 102 
requires that each and every limitation of the claimed invention be disclosed in a single prior art 
reference." In re Buszard 504 F.3d 1364, 1366 (Fed. Cir. 2007) (citing In re Paulsen, 30 F.3d 
1475, 1478-79 (Fed. Cir. 1994); KarstenMfg. Corp. v. Cleveland Golf Co., 242 F.3d 1376, 1383 
(Fed. Cir. 2001) ("Invalidity on the ground of 'anticipation' requires lack of novelty of the 
invention as claimed . . . that is, all of the elements and limitations of the claim must be shown in 
a single prior reference, arranged as in the claim.")). With this in consideration, Applicants 
assert that the claimed invention is not anticipated by Chang, as Chang does not teach each and 
every limitation of the claims. 

According to the Office Action, Chang relates to "a method for inducing an 
immunological protective immune response agMnst West Nile virus (WNV) in horses by 
administering a plasmid encoding WNV E or prM-M-E, wherein the plasmid is administered 
together with an adjuvant" {see Office Action, paragraph bridging pages 15 and 16). In contrast, 
the claimed invention relates to an immunogenic composition to induce an immune response 
against WNV in an animal susceptible to WNV comprising a vector comprising a recombinant 
virus that encodes and expresses in vivo in the animal WNV E; WNV prM and E; WNV M and 
E; WNV prM, WNV M and E, WNV polyprotein prM-E, WNV polyprotein M-E, or WNV 
polyprotein prM-M-E. Chang does not relate to vectors comprising recombinant viruses. Thus, 
Chang fails to anticipate the claimed invention. 

Accordingly, reconsideration and withdrawal of the Section 102 rejection are requested. 
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REQUEST FOR INTERVIEW 

If any issue remains as an impediment to allowance, prior to issuance of any paper other 
than a Notice of Allowance, a further interview, is respectfully requested, with the Examiner and 
his supervisor, and, the Examiner is respectfully requested to contact the undersigned to arrange 
a mutually convenient time and manner for such an interview. 



CONCLUSION 

In view of the remarks made herewith, the application is in condition for allowance. 
Favorable reconsideration of the application and prompt issuance of a Notice of Allowance are 
earnestly solicited. The undersigned looks forward to hearing favorably from the Examiner at an 
early date. 



Respectfully submitted, 

FROMMER LAWRENCE & HAUG LLP 
Attorneys for Applicants 



By: 




Russell A. Garman 
Reg. No. 62,419 
Tel. (212) 588-0800 
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